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Remote testing and certification means
the use of methods, including the use
of web-based tools or secured elec-
tronic transmissions, that do not re-
quire an ONC-ATCB to be physically
present at the development or deploy-
ment site to conduct testing and cer-
tification.

§170.405 Correspondence.

(a) Correspondence and communica-
tion with the National Coordinator
shall be conducted by e-mail, unless
otherwise necessary. The official date
of receipt of any e-mail between the
National Coordinator and an applicant
for ONC-ATCB status or an ONC-ATCB
is the day the e-mail was sent.

(b) In circumstances where it is nec-
essary for an applicant for ONC-ATCB
status or an ONC-ATCB to correspond
or communicate with the National Co-
ordinator by regular or express mail,
the official date of receipt will be the
date of the delivery confirmation.

§170.410 Types of testing and certifi-
cation.

Applicants may seek authorization
from the National Coordinator to per-
form the following types of testing and
certification:

(a) Complete EHR testing and certifi-
cation; and/or

(b) EHR Module testing and certifi-
cation.

§170.415 Application prerequisite.

Applicants must request in writing
an application for ONC-ATCB status
from the National Coordinator. Appli-
cants must indicate:

(a) The type of authorization sought
pursuant to §170.410; and

(b) If seeking authorization to per-
form EHR Module testing and certifi-
cation, the specific type(s) of EHR
Module(s) they seek authorization to
test and certify. If qualified, applicants
will only be granted authorization to
test and certify the types of EHR Mod-
ules for which they seek authorization.

§170.420 Application.

The application for ONC-ATCB sta-
tus consists of two parts. Applicants
must complete both parts of the appli-
cation in their entirety and submit
them to the National Coordinator for

§170.420

the application to be considered com-
plete.

(a) Part 1. An applicant must provide
all of the following:

(1) General identifying information
including:

(i) Name, address, city, state, zip
code, and Web site of applicant; and

(ii) Designation of an authorized rep-
resentative, including name, title,
phone number, and e-mail address of
the person who will serve as the appli-
cant’s point of contact.

(2) Documentation of the completion
and results of a self-audit against all
sections of ISO/IEC Guide 65:1996 (in-
corporated by reference in §170.499),
and the following:

(i) A description of the applicant’s
management structure according to
section 4.2 of ISO/IEC Guide 65:1996;

(ii) A copy of the applicant’s quality
manual that has been developed ac-
cording to section 4.5.3 of ISO/IEC
Guide 65:1996;

(iii) A copy of the applicant’s policies
and approach to confidentiality accord-
ing to section 4.10 of ISO/IEC Guide
65:1996;

(iv) A copy of the qualifications of
each of the applicant’s personnel who
oversee or perform certification ac-
cording to section 5.2 of ISO/IEC Guide
65:1996;

(v) A copy of the applicant’s evalua-
tion reporting procedures according to
section 11 of ISO/IEC Guide 65:1996; and

(vi) A copy of the applicant’s policies
for use and display of certificates ac-
cording to section 14 of ISO/IEC Guide
65:1996.

(3) Documentation of the completion
and results of a self-audit against all
sections of ISO/IEC 17025:2005 (incor-
porated by reference in §170.499), and
the following:

(i) A copy of the applicant’s quality
system document according to section
4.2.2 of ISO/IEC 17025:2005;

(ii) A copy of the applicant’s policies
and procedures for handling testing
nonconformities according to section
4.9.1 of ISO/IEC 17025:2005; and

(iii) The qualifications of each of the
applicant’s personnel who oversee or
conduct testing according to section 5.2
of ISO/IEC 17025:2005.
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§170.423

(4) An agreement, properly executed
by the applicant’s authorized rep-
resentative, that it will adhere to the
Principles of Proper Conduct for ONC-
ATCBs.

(b) Part 2. An applicant must submit
a completed proficiency examination.

§170.423 Principles of proper conduct
for ONC-ATCBs.

An ONC-ATCB shall:

(a) Operate its certification program
in accordance with ISO/IEC Guide
65:1996 (incorporated by reference in
§170.499) and testing program in ac-
cordance with ISO/IEC 17025:2005 (incor-
porated by reference in §170.499);

(b) Maintain an effective quality
management system which addresses
all requirements of ISO/IEC 17025:2005
(incorporated by reference in §170.499);

(c) Attend all mandatory ONC train-
ing and program update sessions;

(d) Maintain a training program that
includes documented procedures and
training requirements to ensure its
personnel are competent to test and
certify Complete EHRs and/or EHR
Modules;

(e) Use test tools and test procedures
approved by the National Coordinator
for the purposes of assessing Complete
EHRs and/or EHR Modules compliance
with the certification criteria adopted
by the Secretary;

(f) Report to ONC within 15 days any
changes that materially affect its:

(1) Legal, commercial, organiza-
tional, or ownership status;

(2) Organization and management, in-
cluding key testing and certification
personnel;

(3) Policies or procedures;

(4) Location;

(5) Facilities, working environment
or other resources;

(6) ONC authorized
(point of contact); or

(7) Other such matters that may oth-
erwise materially affect its ability to
test and certify Complete EHRs and/or
EHR Modules;

(g) Allow ONC, or its authorized
agents(s), to periodically observe on
site (unannounced or scheduled) during
normal business hours, any testing
and/or certification performed to dem-
onstrate compliance with the require-
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ments of the temporary certification
program;

(h) Provide ONC, no less frequently
than weekly, a current list of Complete
EHRs and/or EHR Modules that have
been tested and certified which in-
cludes, at a minimum:

(1) The vendor name (if applicable);

(2) The date certified;

(3) The product version;

(4) The unique certification number
or other specific product identification;

(5) The clinical quality measures to
which a Complete EHR or EHR Module
has been tested and certified;

(6) Where applicable, any additional
software a Complete EHR or EHR Mod-
ule relied upon to demonstrate its com-
pliance with a certification criterion or
criteria adopted by the Secretary; and

(7) Where applicable, the certifi-
cation criterion or criteria to which
each EHR Module has been tested and
certified.

(1) Retain all records related to tests
and certifications according to ISO/IEC
Guide 65:1996 (incorporated by ref-
erence in §170.499) and ISO/IEC
17025:2005 (incorporated by reference in
§170.499) for the duration of the tem-
porary certification program and pro-
vide copies of the final results of all
completed tests and certifications to
ONC at the conclusion of testing and
certification activities under the tem-
porary certification program;

(j) Promptly refund any and all fees
received for:

(1) Requests for testing and certifi-
cation that are withdrawn while its op-
erations are suspended by the National
Coordinator;

(2) Testing and certification that will
not be completed as a result of its con-
duct; and

(3) Previous testing and certification
that it performed if its conduct neces-
sitates the recertification of Complete
EHRs and/or EHR Modules;

(k) Ensure adherence to the following
requirements when issuing a certifi-
cation to Complete EHRs and/or EHR
Modules:

(1) All certifications must require
that a Complete EHR or EHR Module
developer conspicuously include the
following text on its Web site and in all
marketing materials, communications
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